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/“r{,,,Food and Drug Mrninistmtion I
Atlanta istrict Office

DEPARTMENT OF HEAI.XH AND HUMAN SERVICES l-k-l NrHB

60 8th Stint, N.E.
Atlmta,Georgia 30309

March 19, 1997

Sue LasRiter, CEO
Roanoke-Chowan Hospital
P.O. hX 1385
Ahoskie, NC 27910

Dear Ms. Lassiter:

Your facility was inspected on November 21, 1996 by a representative from the State of North
Carolina Department of Environmental Halth and Natural Resources, Division of Radiation

)
Protection, under contract to the Food and Drug Administration (FDA). This inspection revealed
that your facility failed to comply with the Quality Standards for Mammography as specified in
‘l”pe”~ 1 eo f Federal ~

*
9 (CFR), Part 900.12, as follows:

The number of masses scored in the phantom image was 0.5 and did not meet the
required minimum number of 3.
This was a level one repeat.

The interpreting physician is unqualified to interpret mammograms due to the lack of a
state license to practice medicine: VINCENT MARTIN.

In addition, your facility was also citai for level 2 repeats which were as follows:

Records for repeat analysis were not present;

Phantom image test results were not rmorded for 4 months:- and

90 percent of the data points for either medium density, dcnsit
di ffcrcnce, or bas re missing (month of April).

Your facility was also cited for S:x level 3 repeats. A copy of this insp@on report, which

)

included these lCVCI3s has been p:wided to you by the inspector.
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On December 12, 1996, you responded by letter to the noncompliances found during the
inspection. We determined that your response ap~s to be adequate. The corrective action you
have implemented will be evaluated during the next inspection. We appreciate your swift action
in making these corrections to provide your patients with quality mammograms.

If you had not corrected these violations in a prompt manner, it may have resulted in a
regulatory action being initiated by the Food and Drug Administration without further notice.
A facility may be subjezt to civil penalties up to $10,000 for each failure to substantially comply
with, or each day on which a facility fails to substantially comply with the Standards. A facility
may also have its certificate suspended or revoked for failure to comply with the Standards.
Continuation or any activity relatd to the provision of mammography by a facility that
constitutes a serious risk to human health may result in injunction.

If you have any questions regarding this letter please call John J. McCall, Compliance Officer
at (404) 347-3162.

Sincerely yours,

I
ZJ-Q9A15ML44

Ballard H. Graham, Director
Atlanta District Office

a cc: 13cverly Hall
N.C. Division of Radiation Protection
P.O. BOX 27687
Raleigh, N.C. 27611-7687


